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Detailed Action 

1 . The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

2. Status of claims. Claims 1-3 are pending. Claims 1 and 3 have been amended by 
Applicant's amendment filed on 02-20-2008. 

3. Therefore, claims 1 and 2 are currently under examination to which the following 
grounds of rejection are applicable. 

Response to arguments 
Withdrawn objections/rejection in response to Applicant arguments or amendments: 

Specification objections 

In view of Applicants' amendment of the specification at paragraph bridging pages 12-13 
to delete the incorporation by reference by hyperlink, the objection to the specification has been 
withdrawn. 

Claim Rejections - 35 USC § 102 
In view of Applicants' amendment of claim 1 to recite "a double-strand DNA 
oligonucleotide up to 15 bases in length", rejection of claims 1 and 2 under 35 USC. 102(b) as 
being anticipated by Lillie et al., (WO200151628-A2., Date of publication 19-July-2001) has 
been withdrawn. 

Though Lillie et al, teaches novel polynucleotides and fragments thereof comprising a 
nucleotide sequence having 100% homology with the double-strand oligonucleotide of SEQ ID 
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No. 15, Lillie et al, discloses a 231 residue oligonucleotide and not a double-strand DNA 
oligonucleotide up to 15 bases in length. 

Rejections maintained in response to Applicant arguments or amendments: 

Claim Rejections - 35 USC §103 

Currently amended claim 1 is directed to a double-strand DNA oligonucleotide up to 15 
bases in length, wherein one of the two DNA strands provides a sequence according to SEQ ID 
No. 15 and the other strand is the complementary strand to SEQ ID No. 15. The as-filed 
specification teaches that the 13- base pair double stranded DNA of SEQ ID No. 15 is capable of 
binding in a sequence-specific manner to the transcription factor activator or activating protein- 1 
(AP-1) (p. 11, lines 1-3). SEQ ID No. 15 comprises an AP-1 consensus identical to the core 
binding sequence of AP-1 of SEQ ID No. 2, i.e., 5 '-V TGAGTC A S-3 ' (Specification, page 11, 
line 9; page, 15, line 26; page 12, lines 9-12). 

Claims 1 and 2 remain rejected under 35 U.S.C. 103(a) as being unpatentable over Cho- 
Chung (US Patent 6,060,310, Date of Publication May 9, 2000) in view of Morishita et al, 
(Diabetologia, 2001, pp. 713-720). 

Response to Applicant Arguments as they apply to rejection of Claims 1 and 2 under 35 
USC §103. 

At page 4 of applicants' remarks, Applicants argue that both sequences of SEQ ID NO. 5 
(a 15-mer) and SEQ ID NO. 1 1 (a 17-mer), which are almost identical only differing by one 



Application/Control Number: 10/526,521 Page 4 

Art Unit: 1633 

additional nucleotide at each flanking 5' and 3' side, inhibit MCP-1 expression by 86% and 34%, 
respectively. Moreover, Applicants state that "this result is surprising since both decoys are 
almost identical and differs only in one additional nucleotide at each end of the SEQ ID NO: 1 1 . 
Consequently, it must be acknowledged that the specific length and base composition of a decoy 
has an important effect on the effectiveness of said decoy. Thus, it is improper for examiner to 
assume that the SEQ ID NO: 15 would function in the same way as Morishita's decoy. Thus, the 
requisite likelihood of success required for a finding of prima facie obviousness is missing". 
Such is not persuasive. 

Applicants position that identical oligonucleotides differing only by one additional 
nucleotide at each end of the sequence used as decoys to distinctly inhibit MCP-1 expression is 
not persuasive because in both cases the oligo inhibited activity as expected. Applicants' 
opinion that the instantly claimed sequence provides unexpected properties is unsupported by 
any specific or real evidence of record, while the options of the skill in the art are given 
respectful consideration, in the absence of any actual evidence of "unexpected results", the 
opinions of the inventor do not overcome a case of prima facie obviousness. 

It is noted that the arguments of counsel cannot take the place of evidence in the record. 
In re Schulze, 346 F.2d 600, 602, 145 USPQ 716, 718 (CCPA 1965); In re Geisler, 116 F.3d 
1465, 43 USPQ2d 1362 (Fed. Cir. 1997). See MPEP $ 716.01(c) for examples of attorney 
statements which are not evidence and which must be supported by an appropriate affidavit or 
declaration. Examples of attorney statements which are not evidence and which must be 
supported by an appropriate affidavit or declaration include statements regarding unexpected 
results , commercial success, solution of a long-felt need, inoperability of the prior art, invention 
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before the date of the reference, and allegations that the author(s) of the prior art derived the 
disclosed subject matter from the applicant. MPEP 716.01(c). In this case, based on the evidence 
of record it appears that shorter oligos would inhibit, and would in fact provide better inhibition 
based on the two examples. 

At page 5 of Remarks, Applicants' contend that neither "Cho-Chung nor Morishita 
disclose limitations or requirements concerning the length of a decoy suitable for the AP-1 
inhibition. By defining the term "oligonucleotides," Cho Chung discloses that "... 
oligonucleotides are typically less than 100 residues long (e.g., between 15 and 50) ..." (see 
column 8, lines 7-10, wherein the term decoys arc described as "oligonucleotides"). In fact, Cho- 
Chung uses decoys with more than 20 nucleotides, and Morishita use a decoy with 19 
nucleotides. Thus, the skilled person had no motivation to use any decoy with as few as 15 
bases". As such, Applicants indicate that the combination of Cho-Chung and Morishita do not 
obviated the instant invention. Such is not persuasive. 

The specification as filed discloses preferred embodiments of decoy oligonucleotide with 
"a length preferably up to a length of 27 base pairs, by particular preference up to a length of 
approximately 23 base pairs, by particular preference with a length of 9, 10, 11, 12, 13, 14, 15, 
16, 17, 18, 19, 20, 21, 22 or 23 base pairs ( p. 16, lines 19-25)". Indeed, the working examples of 
the present disclosure provide evidence of construction of 17-mer (e.g., SEQ ID NO: 9, 10, 19, 
20), 19-mer (e.g., SEQ ID NO: 21 and 22) and 21-mer (e.g., SEQ ID NO: 24) decoys almost 
identical to the claimed SEQ ID NO: 15 and differing only in 2, 3 and 4 additional nucleotides, 
respectively, at each end of SEQ ID NO: 15 (see Results 7-14, on the attached search print out 
titled 'Application 10/526521 and Search Result us-10-526-521a-15.rnpbm). The present 
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examples demonstrate that the length of a decoy appears to be only critical in relation to a lower 
length limit of 13 nucleotide base pairs, which is the length of SEQ ID No. 15, and up to an 
upper length limit of approximately 21 base pairs. In contrast to applicant argument, there is not 
evidence that the length of 15-mer is critical as far as the decoy comprises the 9-mer core- 
binding consensus sequence of AP-1 (e.g., 5'-VTGAGTCAS-3)' and the decoys are less than 
100 residues, e.g., between 15 and 50. In relation to the disclosure of the Cho-Chung Patent, it is 
notice that preferred embodiments teach "Oligonucleotides are typically less than 100 residues 
long (e.g., between 15 and 50)" (col. 8, lines 7-10). Hence, the disclosure of the Cho-Chung 
Patent is fully enabling for the scope embraced by the claims. Moreover, the disclosure of the 
Cho-Chung Patent does not have to exemplify all the nonpreferred embodiments to be enable; 
anticipation requires only an enabling disclosure. In re Donohue, 766 F.2d 531, 533 [226 USPQ 
619] (Fed. Cir. 1985). A reference may enable one of skill in the art to make and use a compound 
even if the author or inventor did not actually make or reduce to practice that subject matter. 
Bristol-Myers, 246 F.3d at 1379; see also In re Donohue, 766 F.2d at 533. Further, disclosed 
examples and preferred embodiments do not constitute a teaching away from a broader 
disclosure or nonpreferred embodiments. In re Susi, 440 F.2d 442, 169 USPQ 423 (CCPA 1971). 
Thus the claimed invention is anticipated in the description of the Cho-Chung Patent. As such 
the teaching of "Oligonucleotides are typically less than 100 residues long (e.g., between 15 and 
50)," is sufficient to establish inherency. 

Conclusion 

Claims 1 and 2 are not allowable. 
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THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Maria Leavitt whose telephone number is 571-272-1085. The 

examiner can normally be reached on M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Woitach, Ph.D can be reached on (571) 272-0739. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

To aid in correlating any papers for this application, all further correspondence regarding 
this application should be directed to Group Art Unit 1633; Central Fax No. (571) 273-8300. 
Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Application Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
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problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet-based access to patent application status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 

Maria Leavitt, PhD 
Patent Examiner P/1633 
Remsen 2B55 
Phone: 571-272-1085 



/Joseph T. Woitach/ 



Supervisory Patent Examiner, Art Unit 1633 



